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UNITED STATES EMVIROMNBENTAL
FPROTECTION AGENCY
Hegion 1
& Post Office SBquare, Suite 100
BOSTON, MA 02108.3912

May 10, 2018

Herve Berdoy

Site Head, Portsmouth
Lonza Blologies INC
1 fms:rmf"mmi 3' Jrive
Portermouth, NH 0380

RE: Categorical Determingtion Request
Uear Mr. Berdou:

This letter is written in response 1o your request of August 25, 2017 for 4 categorical
dotenmnination for the Longza Bial egies munufacturing facility kecated in Portsmouth, NI,
EPA apologizes for the defay in responding 1o your ord iginal request.

In your letter, you deseribed o process that uses @'3'mmmaéim coll euhure techniques that are
used for cell therapy westment. You alse indicated that eell therapy is u biveng mz:mx:i
process that did not exist when the Development Document was published in 1995, Yoy
have concluded that the fermentation subcate cgory dovs not apply 1o manufacture of
binengineered products,

Based upon our review, EPA has determined that processes you deseribed wounld not be
covered under the Pharmaaceutical b anufacturing Point Souree Cate poey, 40 0FR 439,

Please keep i mind that although certain Lonza wastestreams may be oxempt from
federal categorival Hmitations, process wastewnler discharge from any of Lonza's
fucilities is subject to the conditions set forth in the Portsmouth Sewer Use Ordinance
(5L The SUO establishes conditions, 1o, local di sefwrge limits that st be
complied with prior 1o dischar rging o the sewer system,
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